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Abstract

Introduction and hypothesis Pelvic organ prolapse (POP) is a highly prevalent dysfunction of the pelvic floor affecting
up to 40% of women. The symptoms of POP have a major impact on quality of life. Pessary treatment is a therapy option
associated with high levels of satisfaction and few complications.

Objectives The objective was to assess the impact and efficacy of vaginal pessary use on the quality of life of women with
advanced POP stages IIT and I'V.

Materials and methods A multicenter, longitudinal, prospective observational study was conducted at the Urogynecology
Sector of the Hospital Ipiranga and the Hospital Central of the Irmandade da Santa Casa de Misericérdia de Sao Paulo. A
sociodemographic questionnaire was employed and two scales validated in Portuguese (ICIQVS and SF 12) were applied
before and 6 months after pessary use. Student’s 7 test, Mann—Whitney test and Fisher’s exact test were applied, adopting a
significance level of 0.05.

Results The median age of participants was 71.5 (65-76) years and the median number of pregnancies was 4 (3-5). Deliver-
ies were predominantly vaginal (82.5%). Women sexually active (16.49%) showed improvement in sexual function (78.6%).
The participants showed improvement in vaginal symptoms (91.8%) and quality of life (92.8%) (p <0.01) post-treatment. Of
the total 97 women, the sample drop-out rate was 9.3% and 88 participants completed the two stages of the study.
Conclusions Vaginal pessary use had 90.7% efficacy, a high level of treatment satisfaction (75.3%), and a positive impact
on the improvement of vaginal and sexual symptoms, quality of life, and mental health.
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Introduction

Pelvic floor dysfunctions (PFD) include urinary inconti-
nence, pelvic organ prolapse (POP), fecal or anal incon-
tinence, chronic pelvic pain, and sexual or anorectal dys-
function [1]. In the USA, pelvic floor disorders account for
roughly 300,000 surgical procedures per year, representing
annual costs of 1 billion dollars [2-4]. In Brazil, accord-
ing to data from DATASUS (2000) [5] POP is responsible
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for over 160,0000 hospital admissions per year nationwide.
(http://datasus.saude.gov.br/informacoes-de-saude/tabnet/
demograficas-e-socioeconomicas).

Pelvic organ prolapse is a highly prevalent dysfunction of
the pelvic floor that affects around 40% of women, particu-
larly females who are older, multiparous, and white [6], and
represents a major global public health challenge.

Increased life expectancy is closely associated with risk
factors related to the development of POP, and gynecolo-
gists, urogynecologists, nurses, and physiotherapists should
be increasingly prepared to deal with possible approaches
to this condition [7].

The physiopathology of POP is recognized for being mul-
tifactorial and develops gradually over a period of years.
This POP is the result of an imbalance in the forces respon-
sible for pelvic support, which keep the uterus and other
organs within the pelvis [8].
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A diagnosis of POP ideally demands clear clinical evi-
dence, starting with a woman having symptoms related to
the ‘‘downward displacement’ of a pelvic organ [9].

Uterine prolapse in pregnancy is a rare condition. The
form of management reported in the literature is conserva-
tive treatment. The use of a vaginal pessary is a good strat-
egy once young women intend to get pregnant and avoid
surgical procedures [10].

Vaginal pessaries have been used for millennia, with
reports as early as 400 BC. Hippocrates described the reduc-
tion of vaginal drooping using a pomegranate soaked in wine
within the vagina [11]. Pessaries have been in use in the
USA and Europe for over 70 years (since 1937), and were
originally made of latex [12]. The current pessaries are made
of silicone with non-allergenic material.

Treatment using silicone pessaries is a therapeutic meas-
ure with few contraindications, low complication rates, and
good levels of continued use. Pessary use has a positive
impact on quality of life, sexual function, and body image,
and promotes a significant reduction in POP symptoms [13].

Pessary fitting is individual and can be indicated for all
symptomatic stages of POP [14]. Vaginal pessaries are also
associated with increased frequency and satisfaction of sex-
ual intercourse [15]. The ring device without a membrane is
the most frequently used type, allowing sexual activity and
retaining a lower amount of vaginal secretion than occlusive
(Gellhorn) types or those with a membrane [16, 17].

Although the condition does not increase mortality, the
symptoms secondary to the dysfunction can have a major
effect on the quality of life of women, with physical, psy-
chosocial, and economic impacts [18].

Objectives

The primary objectives of the present study were to assess
the impact and effectiveness of vaginal pessary use on the
quality of life of women with advanced POP and to deter-
mine the level of satisfaction with using the pessary and with
the care provided by the multidisciplinary team.

The secondary objective was to identify the main reasons
for discontinuing pessary use.

Materials and methods

A multicenter, longitudinal prospective observational study
was conducted at the Urogynecology Sector of the Depart-
ment of Gynecology of the Hospital Ipiranga (November
2017 to May 2019), and the Sector for Urogynecology and
Vaginal Surgery of the Hospital Central da Irmandade da
Santa Casa de Misericérdia de Sao Paulo, during the period
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spanning July 2019 to January 2021. There was a minimum
of 6 months follow-up.

This study was carried out before and during the COVID-
19 pandemic. It did not change the method of recruiting the
patients. Despite this, we offered another form of treatment
for those who could not benefit from elective surgery.

During the period when there was the greatest number
of cases of COVID-19 infections, elective surgeries were
suspended in Brazil. However, medical consultations were
maintained, observing care protocols, which included indi-
vidual patient care, mandatory use of masks, cleaning of the
stretcher with 70% alcohol, hand hygiene through washing
with soap and water, and the use of gloves. Thus, patients
with POP were selected for the use of the pessary and
attended to in return appointments.

Given that the device is for permanent individual use with
different sizes, we recommend that the patient purchase the
ring model without a membrane from a vendor that is most
affordable for them, involving no conflicts of interest. Pes-
sary treatment would be prescribed for these women with-
out a desire for surgery or with clinical risks, regardless of
participation in the study.

The POP was categorized into stages using the POP-Q
method according to Bump’s 1996 classification (Fig. 1)
[19]. Stage III is considered to be when the distal-most por-
tion of the prolapse protrudes more than 1 cm below the
hymen but protrudes no farther than 2 cm less than the total

Fig. 1 Measurement representation of the pelvic organ prolapse stage
IV according to the POP-Q method (Art by L.C. Burchianti and pro-
duction by B.B. Zeiger)
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vaginal length. Stage IV is when vaginal eversion is essen-
tially complete.

The doctor performed the clinical examination using
vaginal touch with two fingers, with the index finger posi-
tioned posteriorly to the midline of the pubic symphysis and
the middle finger positioned on the posterior vaginal wall.
The practitioner measured the approximate distance between
the two fingers in centimeters and indicated the size of pes-
sary to be used. The patient returned on a second visit with
the purchased silicone pessary. The Brazilian Public Health
System (SUS) provides the POP treatment for free, such as
all visits and surgery, but does not provide the pessary for
free; therefore, the patients needed to buy the pessary for
conservative management.

After agreeing to take part in the study and signing the
free and informed consent form, the questionnaires, previ-
ously translated into and validated in Portuguese; the ICIQ-
VS [20] for functioning of vaginal, sexual symptoms, and
quality of life; and the SF-12 v2 [21] measuring quality of
life, were then applied individually both at the first consulta-
tion and again after 6 months.

In addition to the quality of life and subjective assess-
ment questionnaires, a sociodemographic questionnaire was
applied at the Ipiranga Hospital and Irmandade da Santa
Casa de Misericordia de Sao Paulo, collecting data on age,
marital status, comorbidities, delivery type, and parity.

After conducting the interview with the questionnaires,
a subjective assessment comprising four questions were
performed: were you satisfied with the treatment? Would
you approve and recommend this to other patients with the
same condition? Did you feel well cared for by the medical
and nursing teams? Did your urinary symptoms improve or
worsen after using the pessary?

Local estrogen use was prescribed for all patients who
used the pessary, except for one patient with breast cancer.

Initially, there was 97 women attempting the pessary use.
After initial pessary fitting, patients were asked to return
after 30 days. The medical doctors and residents taught the
patients self-management, to be self-limited, and their fam-
ily in case of difficulties managing it alone. Patients with
no handling difficulties were asked to return every 60 days
for follow-up. The cleaning protocol was established every
15 days to the women with no handling difficulties and sex-
ual activity or every 30 days with the hospital team to the
patients with no family help or no self-management.

A total of 88 participants completed the two stages of
the study, comprising 40 women at the Hospital Ipiranga
and 48 women at the Irmandade Santa Casa de Miser-
icordia de Sao Paulo. Of the total of 97 women, 9 patients
(9.3%) discontinued or were excluded for not completing
the minimum required period for adaptation of the device
at the first return medical visit (after 30 days) and after two
pessary refitting attempts in cases of retention failure. The

pessary was indicated for 97 women, and the success rate
was defined by the 88 woman who felt satisfied with the
device and remained under treatment for at least 6 months.

Inclusion criteria

The inclusion criteria were: agreeing to take part in the study
and answering the questionnaire; the presence of POP stages
III and IV; patients who not had previously used a pessary
prior to the start of the present analysis.

Exclusion criteria

The exclusion criteria were: patients allergic to silicone
(inert pessary material), patients with cognitive disorders
that prevented understanding of treatment or the quality-
of-life questionnaire; individuals with cervical or ovarian
cancer; patients who refused to purchase the pessary.

Discontinuation criteria

The criteria for discontinuation were: loss of outpatient
follow-up for over 6 months after two attempts at contact-
ing by telephone; pessary retention failure after two refitting
attempts or the impossibility of buying another size; not hav-
ing adapted to the pessary after at least 30 days.

Sample size and participants

Every patient of the Urogynecology Sector of the Department
of Gynecology of the Hospital Ipiranga, and the Sector for
Urogynecology and Vaginal Surgery of the Hospital Central
da Irmandade da Santa Casa de Misericérdia de Sdo Paulo,
from November 2017 to May 2019 and July 2019 to January
2021 respectively, who met the inclusion criteria, were invited
to participate in the study. Therefore, the included participants
were chosen from a convenience sample.

Statistical analysis

The characteristics of the study participants were expressed
as mean and standard deviation for quantitative variables,
with a tendency for normal distribution, and as median with
interquartile range for nonparametric variables. Qualitative
variables were expressed as absolute and relative frequency.
Student’s ¢ test, the Mann—Whitney test and Fisher’s exact
test were applied respectively, according to the variables of
interest and study site.

A significance level of p <0.05 was adopted and all statis-
tical analyses were carried out using the statistical software
Stata, version 15.1.
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Ethical aspects

The project was approved by the Research Ethics Com-
mittee of the Hospital Ipiranga under permit CAAE
77,037,317.4.0000.5488 (versions 1 and 2) and the Irman-
dade da Santa Casa de Misericérdia de Sdo Paulo, as the
co-participating hospital on the Brazil platform under permit
CAAE 77,037,317.4.2001.5479.

Results

The pessary was indicated for 97 women, and the success
rate 90.72% (88-97) with complete adherence and a high
level of satisfaction with treatment among study participants
(75.3%) with the device for at least 6 months of use (Fig. 2).

All women invited to participate in the study who met the
inclusion criteria accepted. In the present study, 97 women
were included. The sociodemographic data are shown in
Table 1, including number of pregnancies, type of deliv-
ery, marital status, sexually active, and comorbidities. The
median age of participants was 71.5 (65-76) years and the
median number of pregnancies was 4 (3-5), deliveries were
predominantly vaginal (82.5%).

Only 16 women (16.5%) reported being sexually active.
The other women have not become sexually active after pes-
sary use owing to problems with their partner or widow-
hood. The group of 16 was sexually active before and after
pessary use and they reported an improvement in sexual
symptoms after using the pessary (78.6%) and also improved
their relationship with the partner.

In the study 17 (17.5%) experienced pessary expulsion
(completely expelled) within the first 4 weeks of treatment
and 10 women had a second pessary fitted and became
adapted. Nine women were entered into the study and
discontinued the treatment (9.3%) by not completing the

Patient satisfied with the use of pessary (%)

®No = Yes

6 months, comprising 7 because of pessary expulsion, 1
because they desired surgery, and 1 because of a worsening
of urinary conditions (Table 2).

At both centers involved, patients felt well cared for by
the medical teams. Satisfaction with the pessary based on
subjective rating was 83.3% at the Hospital Ipiranga and
69.1% at the Irmandade da Santa Casa de Misericérdia de
Séo Paulo (p=0.107), whereas ratings for quality of care
provided were 90.4% and 86.8% at the respective study ven-
ues (p =0.606; Fig. 3).

As measured by the ICIQ-VS and the SF-12 V2, an
improvement in quality of life was evident for the different
domains after commencing pessary treatment across all
components assessed for the samples from both hospitals
(Table 3). There was a higher percentage improvement for
aspects related to vaginal functioning (91.8%) and qual-
ity of life (92.8%); (as measured by the ICIQ-VS), mental
health (80%), and role of emotions (77%); (as measured
by SF-12).

Discussion

In the present study, vaginal pessary use proved to be
90.7% effective, corroborating the results of Clemons et al.
[22], in which 92% of women were satisfied with pessary
use after a 2-month follow-up.

Vaginal devices should not be prescribed only as an
alternative, but should be offered as a first option, for the
first line of treatment for symptomatic POP patients before
indicating surgical procedures, given that the rates of sat-
isfaction and acceptance are 70-92%, according to Lamers
et al. [11]. In the present multicenter study, participants
reported a high level of satisfaction (75.3%), with rates in
line with the author Lamers et al. [11].

Efficacy of pessary for POP treatment (%)

=No =Yes

Fig.2 Satisfaction index and efficacy with the use of the pessary for the treatment of pelvic organ prolapse (POP) among 97 women participat-

ing in the study. Sdo Paulo, 2021
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Table 1 Characteristics of women treated at the urogynecology clinic
in the use of pessary and users of the Hospital Ipiranga or Hospital
Santa Casa. Sdo Paulo, 2021

N %

Total 97 100
Demographic and parity characteristics
Age (median, IQR) 71.5 (65-76)
Marital status

Married 38 39.2

Divorced 11 11.3

Widow 28 28.9

Single 5 52

Not stated 8 8.2
Number of pregnancies (median, IQR) 4 (3-5)
Women with twin pregnancies 10 10.3
Delivery type*

Vaginal 80 82.5

Cesarean 26 26.8

Forceps 14 14.4

Miscarriage 26 26.8
Women sexually active

No 81 83.50

Yes 16 16.49

Comorbidities and distribution of most common diseases

Comorbidities reported®

No 41 42.3
Yes 56 571
Arterial hypertension

No 52 53.6

Yes 45 46.4
Diabetes mellitus

No 75 71.3

Yes 22 22.7

IQR interquartile range

*Women with at least one delivery matching the reported character-
istics

"Comorbidity was defined as having two or more diseases from
among hypertension, diabetes, or dyslipidemia

Deliveries were predominantly vaginal (82.5%), fol-
lowed by cesarean and miscarriage (26.8%), and forceps
(14.4%). Patients were multiparous and had mixed deliv-
ery types. In the study by DeLancey [4], vaginal delivery
was the main risk factor for prolapse, but this factor alone
fails to explain the occurrence of the disorder, because it
is also present in nulliparous women.

The vaginal pessary is indicated for patients who do not
wish to undergo surgery or who have surgical contrain-
dications, such as older age and clinically uncontrolled
comorbidities. The results showed that in the two hospi-
tals combined, 57.7% of patients reported comorbidities,
with hypertension (46.4%) and diabetes (22.7%) being the

most prevalent. Indications for the conservative approach
can promote immediate relief of symptoms and reduce
the risk of surgical morbidity. The presence of clinically
uncompensated conditions justifies the use of a pessary in
view of surgical contraindication.

If surgical intervention is required, the pessary can pro-
vide symptom relief while awaiting the procedure. Further-
more, during the period of the pandemic the pessary rep-
resents an alternative for women who cannot benefit from
surgical treatment.

The ring model was chosen for this study because it is the
most frequently used and it has better acceptance, in addition
to enabling sexual activity without the need to remove the
device [17]. The POP has a negative impact on sexual func-
tion. Only 16 (16.5%) women reported being sexually active,
the low number being explained by widowhood, age, prob-
lems with their partner, or advanced prolapse. This group
reported an improvement in sexual symptoms after using the
pessary (78.6%) that may result from the use of the pessary
together with the use of estriol vaginal cream, providing an
improvement in lubrication.

The main reasons for discontinuing treatment were pes-
sary expulsion (7.2%), desire for surgery (1%), and worsen-
ing stress urinary incontinence (1%). Retention failure was
the main factor in discontinuation, corroborating the study
by Fernando et al. [23]. In the literature, pessary retention
failure rates vary widely, ranging from 25 to 59% [22-24].

The study drop-out rate was low (9.3%) compared with
the 49.1% in the review by Coelho et al [16]. The main
causes of discontinuation in the cited review were failure
to retain the pessary, discomfort, desire for surgery, and dif-
ficulties handing the device.

These complaints may be remedied by further adapta-
tion of the method. According to Barros et al. [25], the
longer the follow-up, the greater the chances of clearing
up doubts and identifying complications, such as drop-
ping, discomfort, and increased vaginal secretion. Expul-
sion of the pessary can be resolved by switching to a larger
device and if the patient failed to adapt, other models can
be tried. The author observed that one of the most com-
mon issues (12% of cases) involved problems fitting the
device (owing to poor anatomical knowledge or lack of
family support).

The women who recommended the pessary to others with
the same disorder were those who were satisfied with the
treatment and care provided by the team. Applying the skill
of active listening and employing the tools needed to provide
the best possible care are strategies that ensured the success
of the study.

According to some evidence that estrogen protects against
complications in pessary users, no cases of ulceration or
serious complications, such as fistulas or incarceration, were
found in the present study.
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Table 2 Characteristics of
treatment with vaginal pessary

Total (n=97)

Hospital Ipiranga (n=42)  Hospital Santa

. . Casa (n=55)
at Hospital Ipiranga and
Hospital Santa Casa. Sdo Paulo, N % n % n %
2021
Pessary expulsion reported®
No 80 82.5 39 92.9 41 74.6
Yes 17 17.5 3 7.1 14 25.4
Second pessary fitted”
No 7 72 1 2.4 6 10.9
Yes 10 10.3 2 4.8 8 14.5
Pessary treatment discontinued
No 88 90.7 40 95.2 48 87.3
Yes 9 9.3 2 4.8 7 12.7
Reasons for discontinuing treatment
Pessary expulsion 7 7.2 1 24 6 10.9
Surgical desire 1 1.0 1 24 0 -
Worsening SUI 1 1.0 0 - 1 1.8

SUI stress urinary incontinence

“Expulsion was defined as pessary retention failure within the first 4 weeks of treatment, after two refitting

attempts

bSecond pessary fitted after pessary expulsion

Fig.3 Comparison between

. . 100%
percentage of satisfaction
with the use of the pessary 90% 83.3%
and perception of reception z
by the multidisciplinary team 80%
of patients participating in the .
study, according to the research 70%
center. Sdo Paulo, 2021 60%
50%
40%
30%
20%
10%
0%

Satisfaction with pessary

Vaginal pessary treatment was shown to have good con-
tinuity rates, with a positive impact on improving sexual
function, mental health, and quality of life.

The study had some strengths and limitations. Limitations
include the fact that the pessary is not provided for free. This
study was carried out in women who were financially able
to buy the pessary and thus enable this treatment option.

Strengths include the fact that there is a large number of
patients with POP with disorders related to quality of life
and sexual disorders. Pessary use has shown high success
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Ipiranga Hospital

90,4%

86,8%

69,1%

p=0.107 =0.606

Well cared for by the medical teams
W Santa Casa Hospital

and satisfaction rates for women who undergo this conserva-
tive treatment and the patients can benefit from good results
related to improvement of quality of life, without running
the risk of a surgical procedure.

Use of vaginal pessaries is an effective treatment strat-
egy for women who do not want a surgical procedure or
who cannot undergo a surgical procedure owing to con-
traindications. The Brazilian Public Health System provides
the surgical treatment for free, but there is a waiting time
of approximately 2 years. Also, during the period of the
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Table 3 Distribution and comparison of mean and median scores for sexual and vaginal functioning components related to prolapse and quality

of life pre- and post-pessary use and percentage of women showing improvement of indicators. Sdo Paulo, 2021

Treatment duration Pre-pessary After 6 months % Women with

X X ; X improvement
Components Median Interquartile range/ Median Interquartile range p value

standard deviation

ICIQ-VS Questionnaire
Vaginal symptoms® 15 (12-18) 0 (0-3) 91.8 <0.001
Sexual symptoms® 11 (7.5-15.5) 0.5 (0-6.5) 78.6 0.002
Quality of life® 9.2 +1.7 14 +2.9 92.8 <0.001
SF-12 Questionnaire
Physical functioning® 0 (0-50) 100 (100-100) 70.9 <0.001
Physical role? 25 (25-75) 100 (93.7-100) 744 <0.001
Body pain® 62.1 +34.8 92.5 +20.9 53.0 <0.001
General health? 25 (0-25) 84 (61-100) 74.1 <0.001
Vitality* 25 (25-50) 75 (37.5-100) 54.7 0.001
Social functioning® 50 (25-100) 100 (100-100) 63.0 <0.001
Emotional role® 25 (25-75) 100 (93.7-100) 77.0 <0.001
Mental health® 359 +254 78.0 +25.6 80.0 <0.001
*Median, interquartile range and Mann—Whitney test performed
®Mean, + standard deviation and Student’s 7 test performed
greatest number of COVID-19 infections, elective surger-  Declarations

ies were suspended. The patients were able to relieve their
symptoms and improve their quality of life while waiting for
a surgical procedure.

Conclusions

Vaginal pessary use had 90.7% efficacy, a high level of
treatment satisfaction (75.3%), and a consequent impact on
improvement of vaginal and sexual symptoms, quality of life
and mental health.

Significant improvement was seen across all domains
assessed by the ICIQ-VS and SF12 questionnaires.

The main reasons for discontinuing treatment were pes-
sary expulsion, desire for surgery, and worsening stress uri-
nary incontinence.

The low drop-out rates in the present study (9.3%) might
be attributed to the quality of care provided. At both of the
hospital sites assessed, the patients reported being well cared
for by the multidisciplinary teams.
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